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DETAILED ACTION 

1 . The examiner for the instant application has changed. The current examiner assigned to 
this application is Brian- Yong S. Kwon. 

2. Claims 8-1 1, 24-26, 29-3 1 and 34-49 are pending in the application. 

3. Looking at the prosecution history, the Election/Restriction requirement was issued on 
07/27/2006. In response to the requirement, the applicant elected Group I invention along with 
naltrexone and bupropion as the elected species on 08/08/2006. Accordingly, claims 10-11, 24- 
26, 29-3 1 and 34-35 were withdrawn from further consideration by the examiner as being drawn 
to a non-elected invention. 

4. Acknowledgment is made of the applicant's filing of amendment and remarks on 
01/23/07. By the amendment, claims 8, 9, 10, 25, 26, 30, 31, 35, 36 and 37 were amended; 
claims 19, 22-23, 27-28 and 32-33 were cancelled; and claims 38-49 were newly added. 

With respect to the newly added claims 44-45, the composition of the claims 44-45 which 
requires of zonisamide as third compound in said composition are directed to an invention that is 
independent or distinct from the invention originally elected invention which are drawn to a 
composition comprising naltrexone as 1^^ compound and bupropion as 2"^ compound. 

It is noted that applicant has received an action on the merits for the originally elected 
invention which is directed to a composition comprising naltrexone in combination with 
bupropion. Accordingly, claims 44 and 45 will be withdrawn from further consideration by the 
examiner as being drawn to a non-elected invention. 
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Claims 38-43 and 46-49 will be grouped together with the previously examined claims 
8-9 and 36-37. Claims 8-9, 36-43 and 46-49 are currently pending for prosecution on the merits 
of the case. 

5. Applicant's arguments, filed 01/23/2007, with respect to the rejection(s) of claim(s) 8-9 
and 36-37 under 35 USC 102(b) as being anticipated by Dante (USP'665) have been fully 
considered and are persuasive. Therefore, the rejection has been withdrawn. However, upon 
further consideration, a new ground(s) of rejection is made below. 

Rejections and/or objections not reiterated from previous office actions are hereby 
withdrawn. The following rejections and/or objections are either reiterated or newly applied. 
They constitute the complete set of actions being applied to the instant application. 

6. Applicant's amendment requiring "a sustained release formulation of a weight loss 
affecting amount" in claim 8 necessitates a new ground of rejection(s) in this Office Action. 

Information Disclosure Statement 

7. Acknowledgement is made of applicant's submitting of the information disclosure 
statements (IDS) on 10/06/2006, 01/23/2007 and 01/25/2007. The submission is in compliance 
with the provisions of 37 CFR 1.97. Accordingly, the information disclosure statement (IDS) has 
been considered by the examiner. 

With respect to Cite No. 23-28 (the International Search Reports) in the submitted PTO- 
1449, the information disclosure statement filed 01/23/2007 fails to comply .with 37 CFR 
1.98(a)(1), which requires a list of all patents, publications, or other information submitted for 
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consideration by the Office. Accordingly, it has been placed in the application file, but the 
information referred to therein has not been considered. o 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action; 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

8. Claims 8-9, 36-43 and 48-49 are rejected under 35 U.S.C. 102(b) as being anticipated by 
O'Maliey et al. (US 6004970). 

O'Malley discloses a composition comprising an opioid antagonist (i.e., naltrexone) in 
combination with nicotine and antidepressant (i.e., bupropion hydrochloride or Wellbutrin) that 
is useful for the treatment of smoking cessation, wherein said composition is prepared and 
administered in various dosage forms including oral, intravenous, intramuscular or intradermal, 
e.g., by sterile injections, including depot versions, implants , parenteral administration; wherein 
naltrexone is administered in 2 to lOmg (bolus), 0.2 to 1.0 mg/hr (a continuous drip) or 25 to 
lOOmg (oral); and wherein said composition is delivered in a sustained release preparation 
(colunm 2, line 66 through column 3, line 17; column 3, lines 58-67; colunm 4, lines 18-26; 
column 5, lines 27-33; column 6, lines 1-14; and claims 1 1-13 and 16-17). 

With respect to the specific amounts of bupropion, "about 30mg to about 300mg", in 
claims 39-43, the examiner determines that such amounts deems to be inherent to the known 
antidepressant amount or antismoking cessation amount of bupropion (see column 4, lines 32-38 
of USP 6197827 for your reference: USP'827 discloses a range of about 50 mg to about 300 mg 
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per day of bupropion as antidepressant amount or antismoking amount). Therefore, O'Malley 
anticipates the claimed invention. 

With respect to the instantly claimed "a weight loss affecting amount", since the 
referenced amounts of naltrexone and antidepressant amount of bupropion overlap with the 
instant "weight loss affecting amount" of naltrexone and bupropion (which about 5mg to about 
50mg of naltrexone and about 30mg to 300mg of bupropion), O'Malley anticipates the claimed 
invention. 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in tiie application indicating obviousness 
or nonobviousness. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
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the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
. and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

9. Claims 8-9, 36-43 and 46-49 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Dante (USP 5817665) in view of applicant's admission of the prior art of record (para. 
[0100]), and further in view of Chen et al. (US 6210716 Bl) and Cook (US 6071918). 

Dante discloses a composition comprising a pharmacologically effective dose of a 
compound of opioid antagonists (i.e., naltrexone) and a pharmacologically effective dose of a 
compound of nontricyclic antidepressants (i.e., bupropion) that is useful for the treatment of 
depression (claims 9 and 12). 

Applicant admits that various sustained-release materials have been established and are 
well known by those skilled in the art. 

Chen and Cook are being supplied as references to demonstrate the routine knowledge in 
preparing naltrexone and bupropion in controlled or sustained release formulation. 

The teaching of Dante differs from the claimed invention in preparing said composition 
in sustained release formulation. To incorporate such teaching into the teaching of Dante, would 
have been obvious in view of Applicant's admission and/or USP'716 and USP'918 that the 
preparing naltrexone and bupropion in controlled or sustained release formulation is well known 
^in the art. 

One having ordinary skill in the art would have been motivated to make such modification, with 
the reasonable expectation of success, to extend the usage of the claimed composition by 
preparing said composition in sustained release formulation to accommodate patients' preference 
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and needs where the compliance could be improved with effective and well tolerated dosage 
regimen. 

As discussed above, the applicant's statement of "the affecting weight loss" is not limited 
to the interpretation of the composition claims since such property or characteristic deems to be 
expected feature (inherent) of the referenced composition (due to overlapping dosage amoxmts). 
Thus, the cited references in combination make obvious the instant invention. 

Conclusion 

7. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR L 136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

8. No Claim is allowed. 
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9. Any inquiry concerning this communication or earlier conmiunications from the 
examiner should be directed to Brian Kwon whose telephone number is (571) 272-0581. The 
examiner can normally be reached Tuesday through Friday from 9:00 am to 7:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel, can be reached on (571) 272-0718. The fax number for this Group is 
(571)273-8300. 

Any inquiry of a general nature of relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (571) 272-1600. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications may be obtained from Private PAIR only. For more information about PAIR system, 
see http://pair-direct.uspto.gov Should you have any questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll free). 

Brian Kwon 

Primary Patent Examiner 
AU 1614 



